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DETAILED ACTION 
Continued Examination Under 37 CFR LI 14 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1 . 1 14, and the fee set forth in 37 CFR 1 . 1 7(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submissions filed on 9/7/2004 have been entered. 

Claims 32, 35, 38, 39, 43, 44, 46, 48, 49, 51, and 53 have been amended, claims 1-31, 33- 
34, 36, 37, 40, 45, 47, and 50 have been canceled, and claims 54-71 have been added. Claims 
32, 35, 38, 39, 41-44, 46, 48-49, and 51-73(see below for numbering scheme) are pending. 
However, due to applicant's newly added claims a new requirement for restriction has been 
made. 

2. While the elected group remains Group X(from original restriction requirement of 
9/27/2002), a further restriction is now applied for the election of a single probe sequence for 
further prosecution. 

Claims 32, 39, 54, 55, 62 and 63 link the individual sequences of claims 56-70, each 
sequence comprising its own invention as they are considered to be unrelated, since each probe 
sequence claimed is structurally and functionally independent and distinct for the following 
reasons: each probe sequence has a unique nucleotide sequence, and each probe sequence targets 
a different and specific region of a CGI-69 nucleic acid. As such the Markush/genus of probe 
sequences in claims 56-70 is not considered to constitute a proper genus, and is therefore subject 
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to restriction. Furthermore, a search of more than one (1) of the probe sequences claimed in 
claims 56-70 presents an undue burden on the Patent and Trademark Office due to the complex 
nature of the search and corresponding examination of more than one (1) of the claimed probe 
sequences. In view of the foregoing, one (1) probe sequence is considered to be a reasonable 
number of sequences for examination. Accordingly, applicants are required to elect one (1) 
probe sequence from claim 3. Note that this is not a species election. 

The restriction requirement among the linked inventions is subject to the nonallowance 
of the linking claim(s), 32, 39, 54, 55, 62 and 63. Upon the allowance of the linking claim(s), the 
restriction requirement as to the linked inventions shall be withdrawn and any claim(s) 
depending from or otherwise including all the limitations of the allowable linking claim(s) will 
be entitled to examination in the instant application. Applicant(s) are advised that if any such 
claim(s) depending from or including all the limitations of the allowable linking claim(s) is/are 
presented in a continuation or divisional application, the claims of the continuation or divisional 
application may be subject to provisional statutory and/or nonstatutory double patenting 
rejections over the claims of the instant application. Where a restriction requirement is 
withdrawn, the provisions of 35 U.S.C. 121 are no longer applicable. In re Ziegler, 44 F.2d 
1211, 1215, 170USPQ 129, 131-32 (CCPA 1971). See also MPEP § 804.01. 

During a telephone conversation with Katherine Kowalchyk on 10/7/2004 a provisional 
election was made without traverse to further elect the single probe sequence hybridizing to SEQ 
ID NO: 1, nucleotides 265-288 claims 57, 62, 63, 65, and 69-73. Affirmation of this election 
must be made by applicant in replying to this Office action. Claims 56, 58-61, 64, 66-70 are 
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withdrawn from further consideration by the examiner, 37 CFR 1.142(b), as being drawn to a 
non-elected invention. 

Information Disclosure Statement 

The information disclosure statement (IDS) submitted on 9/7/2004 is in compliance with 
the provisions of 37 CFR 1 .97. Accordingly, the information disclosure statement is being 
considered by the examiner. 

Claim Objections 

Response to Amendment 

The amendment to the claims filed on April 2, 2003 does not comply with the 
requirements for filing claims under the new revised format. This format requires that 
Applicants account for the status of all of the claims: 
A. A Complete Listing of Claims is Always Required: 

If an amendment adds, changes or deletes any claim, a detailed listing of all claims that are, 
or were, in the application, irrespective of whether the claim(s) remains under examination in 
the application, must be presented, and the amendment to the claims is expressed in the 
listing. The listing shall be presented as follows: 

1 . Ascending Order and Status Identifier Required 

The listing shall be provided in sequential ascending numerical order (beginning with claim 
1). A status identifier shall be provided for every claim in a parenthetical expression 
following the claim number (e.g., 

"Claim 1 . (original)"). A list of acceptable status identifiers is set forth in part B, below. The 
text of all claims under examination shall be submitted each time any claim is amended. 
Cancelled and withdrawn claims should be indicated by only the claim number and status. 
The text of cancelled or withdrawn claims should not be presented. 

2. Markings in Currently Amended Claims Required 

All claims being currently amended shall be submitted with markings to indicate the changes 
that have been made relative to the immediate prior version of the claims. The changes in any 
amended claim should be shown by strikethrough (for deleted matter) or underlining (for 
added matter). No separate "clean" version should be submitted for currently amended 
claims, as this requirement has been eliminated. Markings should only be made in claims 
being currently amended in an amendment paper. 

3. Only Clean Text Required for Other Claims Under Examination. 
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The text of pending claims not being currently amended that are under examination shall be 
presented in a clean version in the listing. Any claim presented in clean version constitutes an 
assertion that it has not been changed relative to the immediate prior version. 

4. Status to Effect Claim Cancellation or Addition. 

A claim may be cancelled by merely indicating the status of the claim as cancelled. Any new 
claim added by amendment must be indicated by the appropriate status identifier and shall 
not be underlined. Thus, added new claims of status (new), (reinstated - formerly claim #_) 
and (re-presented - formerly dependent claim #_) must be presented in clean version. 
Additional claims may be subject to additional fees, as appropriate. 

5. When Grouping of Claims is Permitted. 

Consecutive cancelled or withdrawn claims may be aggregated into one line of the listing 
(e.g. Claims 1 - 5 (cancelled)). 

6. Use "Currently Amended" Status Where Applicable. 

If any "previously reinstated" or "previously re-presented" claim is being amended, the 
status shall be indicated as "currently amended" with markings as indicated in paragraph A2, 
above. Multiple status identifiers should not be used for any single claim. 

In particular, the reply filed on 9/7/2004 is not fully responsive to the prior Office Action 
because the amendment does not comply with the new format in that the complete listing of 
claims recites "Claim 35 (previously presented)" but the claim is amended. Appropriate 
correction is required. 

Furthermore, The numbering of claims is not in accordance with 37 CFR 1 .126 which 
requires the original numbering of the claims to be preserved throughout the prosecution. When 
claims are canceled, the remaining claims must not be renumbered. When new claims are 
presented, they must be numbered consecutively beginning with the number next following the 
highest numbered claims previously presented (whether entered or not). Specifically, there are 
two #69 and #70 claims. Misnumbered claims 69-71 been renumbered 71-73 and are referred to 
as such below. 
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Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

3. Claims 41-43, 44, 46, 48-49, 51-53, 65, and 71-73 are rejected under 35 U.S.C. 1 12, 
second paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

A. It is not clear from what claim, claims 41-43 and 72 depend, since claim 40 is cancelled. 
As a result it is not clear what claims 41-43 and 72 are meant to encompass. The claims should 
be amended to incorporate the limitations of the canceled claims from which they depend. 
Appropriate correction is required. 

B. Claims 44, 46, 48-49, 51-53, 65, and 71-73 are indefinite. Claim 44 is drawn to a method 
of detecting a variant CGI-69 polynucleotide. However, the final process step is one of detecting 
a hybridization signal. Accordingly, it is unclear as to whether the claim is intended to be 
limited to methods for detecting a variant CGI-69 polynucleotide, a method of detecting a 
hybridization signal, if SEQ ID NO:3 represents a variant polynucleotide or even if only 
polynucleotides encoding a polypeptide comprising an amino acid sequence having at least 98% 
sequence identity are variants. Applicants should amend the claim to indicate how the step of 
detecting a variant relates to SEQ ID NO:3 and how this results in the detection of a 
hybridization signal. 

Response to Arguments 

Applicant's arguments with respect to claims 32, 35, 36, and 38-53 have been considered but are 
moot in view of the new ground(s) of rejection. 
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Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

4. Claims 32, 35, 38, 39, 41-44, 46, 48-49, and 51-73 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the enablement requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. The claims are broadly drawn to methods of detecting a variant CGI-69 
polynucleotide comprising detecting a polynucleotide encoding a polypeptide comprising an 
amino acid sequence having at least 98% sequence identity to the amino acid of SEQ ID NO:3, 
the long version of CGI-69 encoded by the polynucleotide of SEQ ID NO: 1 . The specification 
does not enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to use the invention of these claims. 

Factors to be considered in determining whether a disclosure meets the enablement 
requirement of 35 USC 112, first paragraph, have been described by the court in In re Wands, 8 
USPQ2d 1400 (CA FC 1988). Wands states at page 1404, 

"Factors to be considered in determining whether a disclosure would require 
undue experimentation have been summarized by the board in Ex parte Forman. 
They include (1) the quantity of experimentation necessary, (2) the amount of 
direction or guidance presented, (3) the presence or absence of working examples, 
(4) the nature of the invention, (5) the state of the prior art, (6) the relative skill of 
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those in the art, (7) the predictability or unpredictability of the art, and (8) the 
breadth of the claims." 

The nature of the invention and breadth of claims 

Claims 32, 35, 38, 39, 41-44, 46, 48-49, and 51-73 are broadly drawn to methods of 
detecting a variant CGI-69 polynucleotide under the pretense that these sequences and their 
detection is in some way is correlated with metabolic diseases as the sequence shares similarity 
to the mouse ortholog that was found to be up regulated 2-fold in brown adipose tissue of mice 
exposed to cold for 48hr. However, as will be further discussed, there is no support in the 
specification and prior art for the implementation of the presently claimed methods with respect 
to these sequences. The invention is in a class of invention which the CAFC has characterized as 
"the unpredictable arts such as chemistry and biology." Mycogen Plant Sci., Inc. v. Monsanto 
Co., 243 F.3d 1316, 1330 (Fed. Cir. 2001). 

The unpredictability of the art and the state of the prior art 

The specification teaches that the "analysis of BAT genes upregulated by cold identified 
a 348 bp gene fragment whose QEA profile indicated significant induction in cold-challenged 
mice"(Pg. 83). Using a murine EST database, a putative murine full-length gene encoding a 
protein with high homology to the human putative protein CGI-69 was found(86% identical/98% 
similar). Following an inquiry into the domains/motifs had by CGI-69 and the mitochondrial 
localization, the specification teaches of subsequent studies on the assumption that human 
variants of CGI-69 have a stake in affecting the mitochondrial membrane potential A¥m). The 
specification recites on page 85 that "a variety of CGI-69 clones were isolated from human liver 
upon PCR amplification and cloning, one of which corresponded to the original AF151827 
sequence in GenBank", and other versions including the "CGI-69L"(W64L). The specification 
continues to teach that "in humans, both the short form(s) and long form(s) of the gene were 
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expressed at various ratios" with transcripts for CGI-69 being widely-detected in human tissues, 
with "particularly high expression in testis and kidney"(Pg. 85). The specification further 
teaches that only the over-expression of a CGI-69 fusion protein having a carboxy FLAG-tagged 
CGI-69 showed diminished AYm. The specification teaches that similar untagged CGI-69, 
amino-FLAG-tagged CGI-69, and even over expression of human CGI-69 had no effect on 
A^m. There is no evidence that any correlation exists between metabolic disorders or 
uncouplers and the detection of any of the claimed sequences, variants or wild-type. 

The prior art is silent with regard to the detection of human CGI-69 and a correlation to 
metabolic disorders. However, there is a large body of knowledge in the prior art related to 
uncoupling protein(UCPs) homologs in general, and their tenuous relationship to metabolic 
diseases or disease states. The art is highly unpredictable with regard to the functionality of a 
homo log of a gene described in rodents and mice brown adipose tissue(BAT) as an UCP. 
Adams teaches the unpredictability of extrapolating this data from other species such as rodent or 
mouse. The reference teaches that, "UCP2" is an interesting candidate for involvement with 
thermogenesis. However, expression data yield conflicting evidence for the role of UCP2 in 
situ"(Adams Pg.712). The reference teaches that while UCP2 expression is induced in a leptin 
deficient mouse(ob/ob) and leptin administration to these ob/ob mice was able to normalize liver 
proton leak, "but unfortunately leptin-induced changes in hepatocyte UCP2 expression were not 
present"(Adams, 712). The reference teaches that a homolog to an originally isolated, over- 
expressed UCP, does not always retain its function in a different system. The art further teaches 
that another homolog, to UCP2, has produced "numerous data which raise the question whether 
UCP2 acts as an uncoupler in situ. Lastly, Adams teaches that with respect to another UCP, that 
"studies correlating UCP3 expression with metabolic status do not yield compelling evidence to 
confirm an important contribution of this homolog' s activity toward driving metabolic rate in 
vivo". The reference concluded by admitting that, most analyses of putative UCP homologs rely 
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on indirect indices of function, and challenges remain to optimize such assessments 
further"(Adams 713). Thus, even for the extrapolation of a homolog or ortholog's function from 
one system to another, in addition to the detection of a correlation to a metabolic disorder, it is 
highly unpredictable as to whether a particular sequence will be disease associated. In re Fisher 
All F. 2d 833, 839, 166 USPQ 18, 24 (CCPA 1970). 
Quantity of Experimentation 

The quantity of experimentation in this area is extremely large since there is a significant 
number of parameters which would have to be studied to apply this technology to an, as of yet 
knowledge in the art lacks teachings of the detection of the claimed sequences and a correlation 
to metabolic diseases. The quantity of experimentation required to discover how to use the 
instant invention is very high. In order to use the claimed invention, one would have to establish 
a relationship between the variant of CGI-69 and some physiological or disease state. Indeed, 
even to use the method of claim 32 to detect a disease associated with a sample nucleic acid, one 
would need to know that the variant sequence in CGI-69, was in some way associated with the 
underlying biochemical process leading to a specific disease. In order to obtain the type of 
information necessary to practice the claimed invention, one would be required to undertake the 
screening of hundreds or thousands of patients as well as possible hundreds of diseases or 
pharmaceutical agents. Even if such experiments were undertaken, it would still be 
unpredictable as to whether any associations would be detected, in light of the unpredictability of 
such associations, as already discussed. Thus, while one could perform further research to 
determine whether applicant's method of screening for a mutation or a variant sequence would 
be useful in disease detection, it is unknown as to what the outcome of such research might be 
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and as to whether any quantity of experimentation would result in the identification of an 
association between any sequence variant and any disease or condition. The practice of the 
method as currently claimed, would require years of inventive effort, with each of the many 
intervening steps, upon effective reduction to practice, not providing any guarantee of success in 
the succeeding steps. 



Working Examples 

The specification has no working examples of the detection of any variant sequence in 
humans that is associated with any metabolic disease. The specification teaches that only the 
over-expression of a CGI-69 fusion protein having a carboxy FLAG-tagged CGI-69 showed 
diminished AYm. The specification teaches that similar untagged CGI-69, amino-FLAG-tagged 
CGI-69, and even over expression of human CGI-69 had no effect on AYm. 

Guidance in the Specification. 

The amount of direction or guidance presented in the specification with regard to how to 
use the instant invention is minimal. With regard to claims directed towards the detection of 
variant polynucleotides in CGI-69, applicant speculates that detection of variants will aid in the 
discovery of genes whose sequences "lead to biological changes that predispose to metabolic 
disease, or are in fact predictive of the progression of disease"(specification, page 2). However, 
since the effects of any given mutation or other variant on gene activity are highly unpredictable, 
it is impossible to predict from the teachings of the instant specification what identifications can 
be made using the instantly claimed screening method for nucleic acids. That is, the 



Application/Control Number: 09/888,358 Page 12 

Art Unit: 1634 

specification does not provide any guidance as to how another variant as compared to the splice 
variant of SEQ ID NO: 1 and the other version SEQ ID NO: 2 would be associated with any 
method of detecting, i.e., what detecting a variant would be detecting. The specification does not 
discuss whether this particular, detected variant will increase the likelihood of a positive or 
negative response to any drug. The specification provides no guidance or working examples that 
teach or demonstrate the ability to use the disclosed method of detecting sequences as markers 
for any disease in particular, or for disease in general. 

Level of Skill in the Art 

The level of skill in the pertinent art is quite high, i.e. generally a PhD in biochemistry, 
but the unpredictability in the art is higher. While the instant specification has disclosed a 
number of different "wild-type" or reference variant sequences, it remains highly unpredictable 
as to the biological significance of detecting any of these sequences. Thus, the practice of this 
method of detection for the use in their characteristic correlation seen in metabolic disorders 
requires the knowledge of unpredictable and potentially non-existent associations between the 
instantly elected method of detecting and some phenotypic trait. Even if the prophesized, 
detected variant sequences are in some way associated with some metabolic disease, it is difficult 
(if not impossible) to know or predict from the teachings of the specification which disease or 
how the particular sequence is associated. That is, it is unpredictable as to whether the presence 
of a particular allele, splice variant, truncation, present in variant forms of CGI-69 would confer 
a higher or lower likelihood of having/detecting/treating/preventing a particular disease. In this 
case, the possible uses for the claimed methods are undefined, beyond the suggestion that they 
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can be used to detect a construct consisting of a carboxy-FLAG tagged CGI-69 fusion protein 
whose over expression results in a decreased A^Fm, and a possible relevance to a metabolic 
disease. 

Conclusion 

In the instant case, as discussed above, in a highly unpredictable art where the correlation 
of a DNA sequence to a metabolic disease depends upon numerous known and unknown 
parameters such as the specific system in which the DNA is acting, potential epigenetic 
interactions of charged molecules, and stearic hindrances, the factor of unpredictability weighs 
heavily in favor of undue experimentation. Further, the prior art and the specification provides 
insufficient guidance to overcome the art recognized problems in the use of the method as 
claimed for the CGI-69 sequences. Thus given the broad claims in an art whose nature is 
identified as unpredictable, the unpredictability of that art, the large quantity of research required 
to define these unpredictable variables, the lack of guidance provided in the specification, the 
absence of a working example and the negative teachings in the prior art balanced only against 
the high skill level in the art, it is the position of the examiner that it would require undue 
experimentation for one of skill in the art to perform the method of the claim as broadly written. 

Response to Arguments 

Applicant's arguments with respect to claims 32, 35, 36, and 38-53 have been fully 
considered but are not persuasive. Applicants argue that the claimed methods are useful for 
"identifying cells that express CGI-69 polypeptides and assessing, measuring or quantitating 
cellular respiration in these cells, as taught for example in Example 3"(arguments page 9). 
Furthermore, the applicants assert that "one skilled in the art would have been able to use the 
claimed methods to identify variant CGI-69 polynucleotides from a biological sample without 
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undue experimentation" and is as such sufficient to meet the enablement requirement. 
Applicants next restate their data with respect to the 86% identity shared between the human 
CGI-69 and that of the mouse and shared structural similarities, motifs and conclude that "one 
skilled in the art would have expected CGI-69 to be a mitochondrial carrier protein"(Pg. 9). 
However, it is again asserted by the office that when tested, none of SEQ ID NOS: 1-4 proved to 
function as a mitochondrial carrier protein, only the over- expression of carboxy-FLAG-tagged 
CGI-69 diminished A^m, similar to a human uncoupler(UCP3)(Specification page 86). As a 
result, no claimed variant was shown to function in any particular capacity in the cellular 
respiration. With respect to applicants' arguments regarding the office's application of the 
Adams reference, the office maintains that the reference was cited to teach the still present 
uncertainty in the art concerning uncouplers, even amidst all that is known. 



35 U.S.C. 112, Written Description Rejection 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

5. Claims 32, 35, 38, 39, 41-44, 46, 48-49, and 51-73 are rejected under 35 U.S.C. 1 12, first 

paragraph, as containing subject matter which was not described in the specification in such a 

way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 

application was filed, had possession of the claimed invention. 

The specification discloses SEQ ID NO: 1 which corresponds to the full length cDNA of 
the long version of human CGI-69 polynucleotide. SEQ ID NO: 2 which corresponds to the full 
length wild-type human CGI-69 polynucleotide. SEQ ID NOS: 3 and 4 correspond to the 
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polypeptides encoded by SEQ ID NOS 1 and 2 respectively. Claims 32, 35, 38, 39, 41-44, 46, 
48-49, and 51-73 are directed to encompass sequences comprising undefined, variants of CGI-69 
"comprising detecting polynucleotides encoding a polypeptide comprising an amino acid 
sequence having at least 98% sequence identity to SEQ ID NO:3" and further to nucleic acid 
probes that hybridize to a polynucleotide encoding a polypeptide comprising an amino acid 
sequence having at least 98% sequence identity to SEQ ID NO:3 under stringent conditions". A 
review of the full content of the specification indicates that the sequence of nucleotides of SEQ 
ID NOs: 1-4 and all aforementioned variations are essential to the operation and function of the 
claimed invention. None of these sequences meet the written description provision of 35 USC 
1 1 2, first paragraph. The specification provides insufficient written description to support the 
genus encompassed by the claim. 

Vas-Cath Inc. v. Mahurkar , 1 9 USPQ2d 1111, makes clear that "applicant must convey 
with reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was 
in possession of the invention. The invention is, for purposes of the 'written description 1 inquiry, 
whatever is now claimed." (See page 1117.) The specification does not "clearly allow persons 
of ordinary skill in the art to recognize that [he or she] invented what is claimed." (See Vas-Cath 
at page 1116.) 

With the exception of SEQ ID NOs: 1-4, the skilled artisan cannot envision the detailed 
chemical structure of the encompassed polynucleotides and/or proteins, regardless of the 
complexity or simplicity of the method of isolation. Adequate written description requires more 
than a mere statement that it is part of the invention and reference to a potential method for 
isolating it. The nucleic acid itself is required. See Fiers v. Revel . 25 USPQ2d 1601, 1606 
(CAFC 1993) and Amgen Inc. V. Chugai Pharmaceutical Co. Ltd.. 18 USPQ2d 1016. In Fiddes 
v- Baird , 30 USPQ2d 1481, 1483, claims directed to mammalian FGF's were found unpatentable 
due to lack of written description for the broad class. The specification provided only the bovine 
sequence. 

Finally, University of California v. Eli Lilly and Co. . 43 USPQ2d 1398, 1404, 1405 held 

that: 

...To fulfill the written description requirement, a patent specification must describe an 
invention and do so in sufficient detail that one skilled in the art can clearly conclude 
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that "the inventor invented the claimed invention." Lockwood v. American Airlines, Inc. 
, 107 F.3d 1565, 1572, 41 USPQ2d 1961, 1966 (1997); In re Gosteli , 872 F.2d 1008, 
1012, 10 USPQ2d 1614, 1618 (Fed. Cir. 1989) (" [T]he description must clearly allow 
persons of ordinary skill in the art to recognize that [the inventor] invented what is 
claimed."). Thus, an applicant complies with the written description requirement "by 
describing the invention, with all its claimed limitations, not that which makes it 
obvious," and by using "such descriptive means as words, structures, figures, diagrams, 
formulas, etc., that set forth the claimed invention." Lockwood , 107 F.3d at 1572, 41 
USPQ2datl966. 

An adequate written description of a DNA, such as the cDNA of the recombinant 
plasmids and microorganisms of the '525 patent, "requires a precise definition, such as 
by structure, formula, chemical name, or physical properties," not a mere wish or plan 
for obtaining the claimed chemical invention. Fiers v. Revel , 984 F.2d 1 164, 1 171, 
25 USPQ2d 1601, 1606 (Fed. Cir. 1993). Accordingly, "an adequate written description 
of a DNA requires more than a mere statement that it is part of the invention and 
reference to a potential method for isolating it; what is required is a description of the 
DNA itself" Id. at 1 170, 25 USPQ2d at 1606. 

The named ORF is not itself a written description of that DNA; it conveys no 
distinguishing information concerning its identity. While the example provides a process 
for isolating and characterizing cDNA sequences from E. grandis, there is no further 
information in the patent pertaining to that cDNA's relevant structural or physical 
characteristics; in other words, it thus does not describe E. grandis cDNA. Describing a 
method of preparing a cDNA or even describing the protein that the cDNA encodes, as 
the specification does, does not necessarily describe the cDNA itself No sequence 
information indicating which nucleotides constitute E. grandis cDNA appears in the 
application. Accordingly, the specification does not provide a written description of the 
invention of claims 1, 4, and 6-15. 

Therefore, none of the sequences encompassed by the claim meets the written description 
provision of 35 USC 1 12, first paragraph. The species specifically disclosed are not 
representative of the genus because the genus is highly variant and undefined. Applicant is 
reminded that Vas-Cath makes clear that the written description provision of 35 USC 1 12 is 
severable from its enablement provision. (See page 1115.) 



Response to Arguments 

Applicant's arguments with respect to claims 32, 35, 36, and 38-53 have been fully considered 
but are not persuasive. Applicants assert that the specification has provides written description 



to the claimed invention by referencing several parts of their specification on page 1 1 of the 
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response. However, the large genus of sequences encompassed by the many undefined variants 
comprising at least 98% sequence identity with SEQ ID NO:3, already a variant of CGI-69, is 
not deemed to be adequately described in the present specification. 



New Matter 

6. Claims 57 and 65, are rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. MPEP 2163.06 notes "If new matter is added to the claims, 
the examiner should reject the claims under 35 U.S.C. 112, first paragraph - written description 
requirement. In re Rasmussen , 650 F.2d 1212, 21 1 USPQ 323 (CCPA 1981)." 

In the instantly rejected claims, the new limitation of "nucleotides 265 to 288 of SEQ ID 
NO:l" in claims 57 and 65 appears to represent new matter. No specific basis for this limitation 
was identified in the specification, nor did a review of the specification by the examiner find any 
basis for the limitation. Since no basis has been identified, the claims are rejected as 
incorporating new matter. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sally A Sakelaris whose telephone number is 571-272-0748. The 
examiner can normally be reached on M-Fri, 9-6:30 1st Friday off. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Jones can be reached on 571-272-0745. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Sally Sakelaris 
1 1719/2004' 



